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Dr. Robert J. Moore ' , e

Brahch Chief, Compliance & Enforcement Branch - e e

Office of Nutrition Products, Labeling & Dietary Supplements e
Food & Drug Administration (HF S-800) ~
5100 Paint Brush Parkway

College Park, Maryland 20740

Re:  Aqua Gold™, Dietary Supplement

i

Dear Dr. Moore:

Pursuant to 21CFR§101.93 of the Federal Food Drug, and Cosmetic Act, Phi-Ten USA, Inc.
hereby notifies the Food and Drug Administration that it has begun commercializing Aqua
Gold™ Dietary Supplement.

I. Dietary Supplements containing colloidal gold:

Aqua Gold™ is labeled and promoted with statements provided for in Section 403 (r)(6) of
Federal Food, Drug and Cosmetic Act. Phi-Ten USA, Inc. will market Aqua Gold ™ for use of
dietary supplement at a level of two tablespoons (30 ml)/day.

II. Evidence of Safety:

Aqua Gold™, when used under the conditions recommended in the indicated labeling, is
reasonably expected to be safe. The active ingredient, colloidal gold has been used and studied
nationwide for many years at this dose level with an excellent tolerance profile (Refer to page 3).

II. Manufacturer:

Aqua Gold™ is manufactured and packaged by Phild Co., Ltd., 678 Tearaimizu-cho, Karasuma-
dori, Nishikikoji-kado, Nakagyo-ku, Kyoto, 604-8152 Japan. Aqua Gold™ is imported and
distributed by Phi-Ten USA, Inc., 1860 W. Carson Street, Suite 101, Torrance, California 90501.

IV. Health Claim:

Aqua Gold™ bears the label “Dietary Supplement.” The display panel bears the following claim,
“Natural mineral supplement containing colloidal gold.” Aqua Gold™ does not bear any health
claims. The label includes the disclaimer, “These statements have not been evaluated by the
Food and Drug Administration. This product is not intended to diagnose, treat, cure, or prevent

any disease.”
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V. Active Ingredient:

The principal display panel bears the followin, ; structure/function claim, including the pure
colloidal gold (10 ppl) and purified water (99.9%). No other dietary ingredient is contained in
the‘: supplement.

VL Responsible Party:

Pursuant to 21CFR§101.93(c), please be advised that the information contained in the complete
and accurate, and we have substantiation on file that this claim is truthful and not misleading.

If you have any questions, please feel free to contact me.

Sincerely yours,

P e

Masayoshi Hirano
General Manager

Encl.
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